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8. 
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previously identified in the original proposed rule filing. 
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original filing. Francine A. Giani, Executive Director 
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R156.  Commerce, Occupational and Professional Licensing. 
R156-17b.  Pharmacy Practice Act Rule. 
R156-17b-102.  Definitions. 

 In addition to the definitions in Title 58, Chapters 1 and 

17b, as used in Title 58, Chapters 1 and 17b or this rule: 

 (1)  "ACPE" means the American Council on Pharmaceutical 

Education or Accreditation Council for Pharmacy Education. 

 (2)  "Analytical laboratory": 

 (a)  means a facility in possession of prescription drugs 

for the purpose of analysis; and 

 (b)  does not include a laboratory possessing prescription 

drugs used as standards and controls in performing drug 

monitoring or drug screening analysis if the prescription drugs 

are pre-diluted in a human or animal body fluid, human or animal 

body fluid components, organic solvents, or inorganic buffers at 

a concentration not exceeding one milligram per milliliter when 

labeled or otherwise designated as being for in-vitro diagnostic 

use. 

 (3)  "Authorized distributor of record" means a 

pharmaceutical wholesaler with whom a manufacturer has 

established an ongoing relationship to distribute the 

manufacturer's prescription drugs.  An ongoing relationship is 

deemed to exist between such pharmaceutical wholesaler and a 

manufacturer, as defined in Section 1504 of the Internal Revenue 

Code, when the pharmaceutical wholesaler has a written agreement 

currently in effect with the manufacturer evidencing such 

ongoing relationship, and the pharmaceutical wholesaler is 

listed on the manufacturer's current list of authorized 

distributors of record. 

 (4)  "Authorized personnel" means any person who is a part 

of the pharmacy staff who participates in the operational 

processes of the pharmacy and contributes to the natural flow of 

pharmaceutical care. 

 (5)  "Central Order Entry" means a pharmacy where functions 

are performed at the request of another pharmacy to perform 

processing functions such as dispensing, drug review, refill 

authorizations, and therapeutic interventions. 

 (6)  "Chain pharmacy warehouse" means a physical location 

for prescription drugs that acts as a central warehouse and 

performs intracompany sales or transfers of the prescription 

drugs to a group of chain pharmacies that have the same common 

ownership and control. 

 (7)  "Co-licensed partner or product" means an instance 

where two or more parties have the right to engage in the 

manufacturing and/or marketing of a prescription drug, 

consistent with FDA's implementation of the Prescription Drug 

Marketing Act. 



 (8)  "Cooperative pharmacy warehouse" means a physical 

location for drugs that acts as a central warehouse and is 

owned, operated or affiliated with a group purchasing 

organization (GPO) or pharmacy buying cooperative and 

distributes those drugs exclusively to its members. 

 (9)  "Counterfeit prescription drug" has the meaning given 

that term in 21 USC 321(g)(2), including any amendments thereto. 

 (10)  "Counterfeiting" means engaging in activities that 

create a counterfeit prescription drug. 

 (11)  "Dispense", as defined in Subsection 58-17b-102(23), 

does not include transferring medications for a patient from a 

legally dispensed prescription for that particular patient into 

a daily or weekly drug container to facilitate the patient 

taking the correct medication. 

 (12)  "Drop shipment" means the sale of a prescription drug 

to a pharmaceutical wholesaler by the manufacturer of the drug; 

by the manufacturer's co-licensed product partner, third party 

logistics provider, or exclusive distributor; or by an 

authorized distributor of record that purchased the product 

directly from the manufacturer or from one of these entities; 

whereby: 

 (a)  the pharmaceutical wholesale distributor takes title 

to but not physical possession of such prescription drug; 

 (b)  the pharmaceutical wholesale distributor invoices the 

pharmacy, pharmacy warehouse, or other person authorized by law 

to dispense to administer such drug; and 

 (c)  the pharmacy, pharmacy warehouse, or other person 

authorized by law to dispense or administer such drug receives 

delivery of the prescription drug directly from the 

manufacturer; from the co-licensed product partner, third party 

logistics provider, or exclusive distributor; or from an 

authorized distributor of record that purchases the product 

directly from the manufacturer or from one of these entities. 

 (13)  "Drug therapy management" means the review of a drug 

therapy regimen of a patient by one or more pharmacists for the 

purpose of evaluating and rendering advice to one or more 

practitioners regarding adjustment of the regimen. 

 (14)  "Drugs", as used in this rule, means drugs or 

devices. 

 (15)  "FDA" means the United States Food and Drug 

Administration and any successor agency. 

 (16)  "High-risk, medium-risk, and low-risk drugs" refers 

to the risk to a patient's health from compounding sterile 

preparations, as referred to in USP-NF Chapter 797, for details 

of determining risk level. 

 (17)  "Hospice facility pharmacy" means a pharmacy that 

supplies drugs to patients in a licensed healthcare facility for 



terminal patients. 

 (18)  "Hospital clinic pharmacy" means a pharmacy that is 

located in an outpatient treatment area where a pharmacist or 

pharmacy intern is compounding, admixing, or dispensing 

prescription drugs, and where: 

 (a)  prescription drugs or devices are under the control of 

the pharmacist, or the facility for administration to patients 

of that facility; 

 (b)  prescription drugs or devices are dispensed by the 

pharmacist or pharmacy intern; or 

 (c)  prescription drugs are administered in accordance with 

the order of a practitioner by an employee or agent of the 

facility. 

 (19)  "Legend drug" or "prescription drug" means any drug 

or device that has been determined to be unsafe for self-

medication or any drug or device that bears or is required to 

bear the legend: 

 (a)  "Caution: federal law prohibits dispensing without 

prescription"; 

 (b)  "Caution: federal law restricts this drug to use by or 

on the order of a licensed veterinarian"; or 

 (c)  "Rx only". 

 (20)  "Maintenance medications" means medications the 

patient takes on an ongoing basis. 

 (21)  "Manufacturer's exclusive distributor" means an 

entity that contracts with a manufacturer to provide or 

coordinate warehousing, distribution, or other services on 

behalf of a manufacturer and who takes title to that 

manufacturer's prescription drug, but who does not have general 

responsibility to direct the drug's sale or disposition.  Such 

manufacturer's exclusive distributor must be licensed as a 

pharmaceutical wholesaler under this chapter and be an 

"authorized distributor of record" to be considered part of the 

"normal distribution channel". 

 (22)  "MPJE" means the Multistate Jurisprudence 

Examination. 

 (23)  "NABP"  means the National Association of Boards of 

Pharmacy. 

 (24)  "NAPLEX"  means North American Pharmacy Licensing 

Examination. 

 (25)  "Normal distribution channel" means a chain of 

custody for a prescription drug that goes directly, by drop 

shipment as defined in Subsection (12), or via intracompany 

transfer from a manufacturer; or from the manufacturer's co-

licensed partner, third-party logistics provider, or the 

exclusive distributor to: 

 (a)  a pharmacy or other designated persons authorized 



under this chapter to dispense or administer prescription drugs 

to a patient; 

 (b)  a chain pharmacy warehouse that performs intracompany 

sales or transfers of such drugs to a group of pharmacies under 

common ownership and control; 

 (c)  a cooperative pharmacy warehouse to a pharmacy that is 

a member of the pharmacy buying cooperative or GPO to a patient; 

 (d)  an authorized distributor of record, and then to 

either a pharmacy or other designated persons authorized under 

this chapter to dispense or administer such drug for use by a 

patient; 

 (e)  an authorized distributor of record, and then to a 

chain pharmacy warehouse that performs intracompany sales or 

transfers of such drugs to a group of pharmacies under common 

ownership and control; or 

 (f)  an authorized distributor of record to another 

authorized distributor of record to a licensed pharmaceutical 

facility or a licensed healthcare practitioner authorized under 

this chapter to dispense or administer such drug for use by a 

patient. 

 (26)  "Parenteral" means a method of drug delivery injected 

into body tissues but not via the gastrointestinal tract. 

 (27)  "Pedigree" means a document or electronic file 

containing information that records each distribution of any 

given prescription drug. 

 (28)  "Prescription files" means all hard-copy and 

electronic prescriptions that includes pharmacist notes or 

technician notes, clarifications or information written or 

attached that is pertinent to the prescription. 

 (29)  "PTCB" means the Pharmacy Technician Certification 

Board. 

 (30)  "Qualified continuing education", as used in this 

rule, means continuing education that meets the standards set 

forth in Section R156-17b-309. 

 (31)  "Refill" means to fill again. 

 (32)  "Repackage" means repackaging or otherwise changing 

the container, wrapper, or labeling to further the distribution 

of a prescription drug, excluding that completed by the 

pharmacist responsible for dispensing the product to a patient. 

 (33)  "Reverse distributor" means a person or company that 

retrieves unusable or outdated drugs from a pharmacy or 

pharmacist for the purpose of removing those drugs from stock 

and destroying them. 

 (34)  "Sterile products preparation facility" means any 

facility, or portion of the facility, that compounds sterile 

products using aseptic technique. 

 (35)  "Third party logistics provider" means anyone who 



contracts with a prescription drug manufacturer to provide or 

coordinate warehousing, distribution, or other similar services 

on behalf of a manufacturer, but does not take title to the 

prescription drug or have any authoritative control over the 

prescription drug's sale.  Such third party logistics provider 

must be licensed as a pharmaceutical wholesaler under this 

chapter and be an "authorized distributor of record" to be 

considered part of the "normal distribution channel". 

 (36)  "Unauthorized personnel" means any person who is not 

participating in the operational processes of the pharmacy who 

in some way would interrupt the natural flow of pharmaceutical 

care. 

 (37)  "Unit dose" means the ordered amount of a drug in a 

dosage form prepared for a one-time administration to an 

individual and indicates the name, strength, lot number and 

expiration date for the drug. 

 (38)  "Unprofessional conduct", as defined in Title 58, 

Chapters 1 and 17b, is further defined, in accordance with 

Subsection 58-1-203(1)(e), in Section R156-17b-502. 

 

 (39)  "USP-NF" means the United States Pharmacopeia-

National Formulary (USP 31-NF 26), 2008 edition, which is 

official from May 1, 2008 through Supplement 2, dated December 

1, 2007, which is hereby adopted and incorporated by reference. 

 (40)  "Wholesaler" means a wholesale distributor who 

supplies or distributes drugs or medical devices that are 

restricted by federal law to sales based on the order of a 

physician to a person other than the consumer or patient.[ The 

term includes a person who derives, produces, prepares or 

repackages drugs or medical devices that are restricted by 

federal law to sales based on the order of a physician for 

resale.] 

 (41)  "Wholesale distribution" means the distribution of 

drugs to persons other than consumers or patients, but does not 

include: 

 (a)  intracompany sales or transfers; 

 (b)  the sale, purchase, distribution, trade, or other 

transfer of a prescription drug for emergency medical reasons, 

as defined under 21 CFR 203.3(m), including any amendments 

thereto; 

 (c)  the sale, purchase, or trade of a drug pursuant to a 

prescription; 

 (d)  the distribution of drug samples; 

 (e)  the return or transfer of prescription drugs to the 

original manufacturer, original wholesale distributor, reverse 

distributor, or a third party returns processor; 

 (f)  the sale, purchase, distribution, trade, or transfer 



of a prescription drug from one authorized distributor of record 

to one additional authorized distributor of record during a time 

period for which there is documentation from the manufacturer 

that the manufacturer is able to supply a prescription drug and 

the supplying authorized distributor of record states in writing 

that the prescription drug being supplied had until that time 

been exclusively in the normal distribution channel; 

 (g)  the sale, purchase or exchange of blood or blood 

components for transfusions; 

 (h)  the sale, transfer, merger or consolidation of all or 

part of the business of a pharmacy; 

 (i)  delivery of a prescription drug by a common carrier; 

or 

 (j)  other transactions excluded from the definition of 

"wholesale distribution" under 21 CFR 203.3 (cc), including any 

amendments thereto. 

 

R156-17b-615.  Operating Standards - Class C Pharmacy - 
Pharmaceutical Wholesaler/Distributor and Pharmaceutical 
Manufacturer in Utah. 

 In accordance with Subsections 58-17b-102(48) and 58-17b-

601(1), the operating standards for Class C pharmacies 

designated as pharmaceutical wholesaler/distributor and 

pharmaceutical manufacturer licensees includes the following: 

 (1)  Every pharmaceutical wholesaler or manufacturer that 

engages in the wholesale distribution and manufacturing of drugs 

or medical devices located in this state shall be licensed by 

the Division.  A separate license shall be obtained [fro]for 

each separate location engaged in the distribution or 

manufacturing of prescription drugs.  Business names cannot be 

identical to the name used by another unrelated wholesaler 

licensed to purchase drugs and devices in Utah. 

 (2)  Manufacturers distributing only their own FDA-approved 

prescription drugs or co-licensed product shall satisfy this 

requirement by registering their establishment with the Federal 

Food and Drug Administration pursuant to 21 CFR Part 207 and 

submitting the information required by 21 CFR Part 205, 

including any amendments thereto, to the Division. 

 (3)  An applicant for licensure as a pharmaceutical 

wholesale distributor must provide the following minimum 

information: 

 (a)  All trade or business names used by the licensee 

(including "doing business as" and "formerly known as"); 

 (b)  Name of the owner and operator of the license as 

follows: 

 (i)  if a person, the name, business address, social 

security number and date of birth; 



 (ii)  if a partnership, the name, business address, and 

social security number and date of birth of each partner, and 

the partnership's federal employer identification number; 

 (iii)  if a corporation, the name, business address, social 

security number and date of birth, and title of each corporate 

officer and director, the corporate names, the name of the state 

of incorporation, federal employer identification number, and 

the name of the parent company, if any, but if a publically 

traded corporation, the social security number and date of birth 

for each corporate officer shall not be required; 

 (iv)  if a sole proprietorship, the full name, business 

address, social security number and date of birth of the sole 

proprietor and the name and federal employer identification 

number of the business entity; 

 (v)  if a limited liability company, the name of each 

member, social security number of each member, the name of each 

manager, the name of the limited liability company and federal 

employer identification number, and the name of the state in 

which the limited liability company was organized; and 

 (c)  any other relevant information required by the 

Division. 

 (4)  The licensed facility need not be under the 

supervision of a licensed pharmacist, but shall be under the 

supervision of a designated representative who meets the 

following criteria: 

 (a)  is at least 21 years of age; 

 (b)  has been employed full time for at least three years 

in a pharmacy or with a pharmaceutical wholesaler in a capacity 

related to the dispensing and distribution of, and recordkeeping 

related to prescription drugs; 

 (c)  is employed by the applicant full time in a managerial 

level position; 

 (d)  is actively involved in and aware of the actual daily 

operation of the pharmaceutical wholesale distribution; 

 (e)  is physically present at the facility during regular 

business hours, except when the absence of the designated 

representative is authorized, including but not limited to, sick 

leave and vacation leave; and 

 (f)  is serving in the capacity of a designated 

representative for only one licensee at a time. 

 (5)  The licensee shall provide the name, business address, 

and telephone number of a person to serve as the designated 

representative for each facility of the pharmaceutical 

wholesaler that engages in the distribution of drugs or devices. 

 (6)  Each facility that engages in pharmaceutical wholesale 

distribution and manufacturing facilities must undergo an 

inspection by the Division for the purposes of inspecting the 



pharmaceutical wholesale distribution or manufacturing operation 

prior to initial licensure and periodically thereafter with a 

schedule to be determined by the Division. 

 (7)  All pharmaceutical wholesalers and manufacturer must 

publicly display or have readily available all licenses and the 

most recent inspection report administered by the Division. 

 (8)  In accordance with Section 58-17b-307, the Division 

shall require a criminal background check of the applicant, 

including but not limited to all key personnel involved in the 

operation of the pharmaceutical wholesaler or manufacturer, 

including the most senior person responsible for facility 

operation, purchasing, and inventory control and the person they 

report to in order to determine if an applicant or others 

associated with the ownership, management, or operations of the 

pharmaceutical wholesaler or manufacturer have committed 

criminal acts that would constitute grounds for denial of 

licensure. 

 (9)  All Class C pharmacies shall: 

 (a)  be of suitable size and construction to facilitate 

cleaning, maintenance and proper operations; 

 (b)  have storage areas designed to provide adequate 

lighting, ventilation, sanitation, space, equipment and security 

conditions; 

 (c)  have the ability to control temperature and humidity 

within tolerances required by all prescription drugs and 

prescription drug precursors handled or used in the distribution 

or manufacturing activities of the applicant or licensee; 

 (d)  provide for a quarantine area for storage of 

prescription drugs and prescription drug precursors that are 

outdated, damaged, deteriorated, misbranded, adulterated, opened 

or unsealed containers that have once been appropriately sealed 

or closed or in any other way unsuitable for use or entry into 

distribution or manufacturing; 

 (e)  be maintained in a clean and orderly condition; and 

 (f)  be free from infestation by insects, rodents, birds or 

vermin of any kind. 

 (10)  Each facility used for wholesale drug distribution or 

manufacturing of prescription drugs shall: 

 (a)  be secure from unauthorized entry; 

 (b)  limit access from the outside to a minimum in 

conformance with local building codes, life and safety codes and 

control access to persons to ensure unauthorized entry is not 

made; 

 (c)  limit entry into areas where prescription drugs, 

prescription drug precursors, or prescription drug devices are 

held to authorized persons who have a need to be in those areas; 

 (d)  be well lighted on the outside perimeter; 



 (e)  be equipped with an alarm system to permit detection 

of entry and notification of appropriate authorities at all 

times when the facility is not occupied for the purpose of 

engaging in distribution or manufacturing of prescription drugs; 

and 

 (f)  be equipped with security measures, systems and 

procedures necessary to provide reasonable security against 

theft and diversion of prescription drugs or alteration or 

tampering with computers and records pertaining to prescription 

drugs or prescription drug precursors. 

 (11)  Each facility shall provide the storage of 

prescription drugs, prescription drug precursors, and 

prescription drug devices in accordance with the following: 

 (a)  all prescription drugs and prescription drug 

precursors shall be stored at appropriate temperature, humidity 

and other conditions in accordance with labeling of such 

prescription drugs or prescription drug precursors or with 

requirements in the USP-NF; 

 (b)  if no storage requirements are established for a 

specific prescription drug, prescription drug precursor, or 

prescription drug devices, the products shall be held in a 

condition of controlled temperature and humidity as defined in 

the USP-NF to ensure that its identity, strength, quality and 

purity are not adversely affected; and 

 (c)  there shall be established a system of manual, 

electromechanical or electronic recording of temperature and 

humidity in the areas in which prescription drugs, prescription 

drug precursors, and prescription drug devices are held to 

permit review of the record and ensure that the products have 

not been subjected to conditions which are outside of 

established limits. 

 (12)  Each person who is engaged in pharmaceutical 

wholesale distribution of prescription drugs for human use that 

leave, or have ever left, the normal distribution channel shall, 

before each pharmaceutical wholesale distribution of such drug, 

provide a pedigree to the person who receives such drug.  A 

retail pharmacy or pharmacy warehouse shall comply with the 

requirements of this section only if the pharmacy engages in 

pharmaceutical wholesale distribution of prescription drugs.  

The pedigree shall: 

 (a)  include all necessary identifying information 

concerning each sale in the chain of distribution of the product 

from the manufacturer, through acquisition and sale by any 

pharmaceutical wholesaler, until sale to a pharmacy or other 

person dispensing or administering the prescription drug.  At a 

minimum, the necessary chain of distribution information shall 

include: 



 (i)  name, address, telephone number, and if available, the 

email address of each owner of the prescription drug, and each 

pharmaceutical wholesaler of the prescription drug; 

 (ii)  name and address of each location from which the 

product was shipped, if different from the owner's; 

 (iii)  transaction dates; 

 (iv)  name of the prescription drug; 

 (v)  dosage form and strength of the prescription drug; 

 (vi)  size of the container; 

 (vii)  number of containers; 

 (viii)  lot number of the prescription drug;[ and] 

 (ix)  name of the manufacturer of the finished dose form; 

and 

 (x)  National Drug Code (NDC) number. 

 (b)  be maintained by the purchaser and the pharmaceutical 

wholesaler for five years from the date of sale or transfer and 

be available for inspection or use upon a request of an 

authorized officer of the law.[ 

 (13)  The board shall not require use of an electronic 

system to identify, validate, track or trace a pedigree for a 

person or entity licensed by the Division to possess, 

distribute, supply, dispense or administer prescription drugs 

for use by patients, pharmacies, healthcare practitioners, 

facilities, pharmaceutical wholesale distributors, and 

manufacturers, until such time as FDA develops and implements 

standards for the identification, validation, authentication, 

and tracking and tracing of prescription drugs.  Upon 

implementation of FDA's standards, those federal standards shall 

supercede any state standards for an electronic pedigree.] 

 ([14]13)  Each facility shall comply with the following 

requirements: 

 (a)  in general, each person who is engaged in 

pharmaceutical wholesale distribution of prescription drugs 

shall establish and maintain inventories and records of all 

transactions regarding the receipt and distribution or other 

disposition of the prescription drugs. These records shall 

include pedigrees for all prescription drugs that leave the 

normal distribution channel; 

 (b)  upon receipt, each outside shipping container 

containing prescription drugs, prescription drug precursors, or 

prescription drug devices shall be visibly examined for identity 

and to prevent the acceptance of prescription drugs, 

prescription drug precursors, or prescription drug devices that 

are contaminated, reveal damage to the containers or are 

otherwise unfit for distribution: 

 (i)  prescription drugs, prescription drug precursors, or 

prescription drug devices that are outdated, damaged, 



deteriorated, misbranded, adulterated or in any other way unfit 

for distribution or use in manufacturing shall be quarantined 

and physically separated from other prescription drugs, 

prescription drug precursors or prescription drug devices until 

they are appropriately destroyed or returned to their supplier; 

and 

 (ii)  any prescription drug or prescription drug precursor 

whose immediate sealed or outer secondary sealed container has 

been opened or in any other way breached shall be identified as 

such and shall be quarantined and physically separated from 

other prescription drugs and prescription drug precursors until 

they are appropriately destroyed or returned to their supplier; 

 (c)  each outgoing shipment shall be carefully inspected 

for identity of the prescription drug products or devices and to 

ensure that there is no delivery of prescription drugs or 

devices that have been damaged in storage or held under improper 

conditions: 

 (i)  if the conditions or circumstances surrounding the 

return of any prescription drug or prescription drug precursor 

cast any doubt on the product's safety, identity, strength, 

quality or purity, then the drug shall be appropriately 

destroyed or returned to the supplier, unless examination, 

testing or other investigation proves that the product meets 

appropriate and applicable standards related to the product's 

safety, identity, strength, quality and purity; 

 (ii)  returns of expired, damaged, recalled, or otherwise 

non-saleable prescription drugs shall be distributed by the 

receiving pharmaceutical wholesale distributor only to the 

original manufacturer or a third party returns processor that is 

licensed as a pharmaceutical wholesale distributor under this 

chapter; 

 (iii)  returns or exchanges of prescription drugs (saleable 

or otherwise), including any redistribution by a receiving 

pharmaceutical wholesaler, shall not be subject to the pedigree 

requirements, so long as they are exempt from the pedigree 

requirement under the FDA's Prescription Drug Marketing Act 

guidance or regulations; and 

 (d)  licensee under this Act and pharmacies or other 

persons authorized by law to dispense or administer prescription 

drugs for use by a patient shall be accountable for 

administering their returns process and ensuring that all 

aspects of their operation are secure and do not permit the 

entry of adulterated and counterfeit prescription drugs. 

 ([15]14)  A manufacturer or pharmaceutical wholesaler shall 

furnish prescription drugs only to a person licensed by the 

Division or to another appropriate state licensing authority to 

possess, dispense or administer such drugs for use by a patient. 



 ([16]15)  Prescription drugs furnished by a manufacturer or 

pharmaceutical wholesaler shall be delivered only to the 

business address of a person described in Subsection R156-17b-

615(1[5]4), or to the premises listed on the license, or to an 

authorized person or agent of the licensee at the premises of 

the manufacturer or pharmaceutical wholesaler if the identity 

and authority of the authorized agent is properly established. 

 ([17]16)  Each facility shall establish and maintain 

records of all transactions regarding the receipt and 

distribution or other disposition of prescription drugs and 

prescription drug precursors and shall make inventories of 

prescription drugs and prescription drug precursors and required 

records available for inspection by authorized representatives 

of the federal, state and local law enforcement agencies in 

accordance with the following: 

 (a)  there shall be a record of the source of the 

prescription drugs or prescription drug precursors to include 

the name and principal address of the seller or transferor and 

the address of the location from which the drugs were shipped; 

 (b)  there shall be a record of the identity and quantity 

of the prescription drug or prescription drug precursor 

received, manufactured, distributed or shipped or otherwise 

disposed of by specific product and strength; 

 (c)  there shall be a record of the dates of receipt and 

distribution or other disposal of any product; 

 (d)  there shall be a record of the identity of persons to 

whom distribution is made to include name and principal address 

of the receiver and the address of the location to which the 

products were shipped; 

 (e)  inventories of prescription drugs and prescription 

drug precursors shall be made available during regular business 

hours to authorized representatives of federal, state and local 

law enforcement authorities; 

 (f)  required records shall be made available for 

inspection during regular business hours to authorized 

representatives of federal, state and local law enforcement 

authorities and such records shall be maintained for a period of 

two years following disposition of the products; and 

 (g)  records that are maintained on site or immediately 

retrievable from computer or other electronic means shall be 

made readily available for authorized inspection during the 

retention period; or if records are stored at another location, 

they shall be made available within two working days after 

request by an authorized law enforcement authority during the 

two year period of retention. 

 ([18]17)  Each facility shall establish, maintain and 

adhere to written policies and procedures which shall be 



followed for the receipt, security, storage, inventory, 

manufacturing, distribution or other disposal of prescription 

drugs or prescription drug precursors, including policies and 

procedures for identifying, recording and reporting losses or 

thefts, and for correcting all errors and inaccuracies in 

inventories.  In addition, the policies shall include the 

following: 

 (a)  a procedure whereby the oldest approved stock of a 

prescription drug or precursor product is distributed or used 

first with a provision for deviation from the requirement if 

such deviation is temporary and appropriate; 

 (b)  a procedure to be followed for handling recalls and 

withdrawals of prescription drugs adequate to deal with recalls 

and withdrawals due to: 

 (i)  any action initiated at the request of the FDA or 

other federal, state or local law enforcement or other 

authorized administrative or regulatory agency; 

 (ii)  any voluntary action to remove defective or 

potentially defective drugs from the market; or 

 (iii)  any action undertaken to promote public health, 

safety or welfare by replacement of existing product with an 

improved product or new package design; 

 (c)  a procedure to prepare for, protect against or handle 

any crisis that affects security or operation of any facility in 

the event of strike, fire, flood or other natural disaster or 

other situations of local, state or national emergency; 

 (d)  a procedure to ensure that any outdated prescription 

drugs or prescription drug precursors shall be segregated from 

other drugs or precursors and either returned to the 

manufacturer, other appropriate party or appropriately 

destroyed; 

 (e)  a procedure for providing for documentation of the 

disposition of outdated, adulterated or otherwise unsafe 

prescription drugs or prescription drug precursors and the 

maintenance of that documentation available for inspection by 

authorized federal, state or local authorities for a period of 

five years after disposition of the product; 

 (f)  a procedure for identifying, investigating and 

reporting significant drug inventory discrepancies (involving 

counterfeit drugs suspected of being counterfeit, contraband, or 

suspect of being contraband) and reporting of such discrepancies 

within three (3) business days to the Division and/or 

appropriate federal or state agency upon discovery of such 

discrepancies; and 

 (g)  a procedure for reporting criminal or suspected 

criminal activities involving the inventory of drugs and devices 

to the Division, FDA and if applicable, Drug Enforcement 



Administration (DEA), within three (3) business days. 

 ([19]18)  Each facility shall establish, maintain and make 

available for inspection by authorized federal, state and local 

law enforcement authorities, lists of all officers, directors, 

managers and other persons in charge which lists shall include a 

description of their duties and a summary of their background 

and qualifications. 

 ([20]19)  Each facility shall comply with laws including: 

 (a)  operating within applicable federal, state and local 

laws and regulations; 

 (b)  permitting the state licensing authority and 

authorized federal, state and local law enforcement officials, 

upon presentation of proper credentials, to enter and inspect 

their premises and delivery vehicles and to audit their records 

and written operating policies and procedures, at reasonable 

times and in a reasonable manner, to the extent authorized by 

law; and 

 (c)  obtaining a controlled substance license from the 

Division and registering with the Drug Enforcement 

Administration (DEA) if they engage in distribution or 

manufacturing of controlled substances and shall comply with all 

federal, state and local regulations applicable to the 

distribution or manufacturing of controlled substances. 

 ([21]20)  Each facility shall be subject to and shall abide 

by applicable federal, state and local laws that relate to the 

salvaging or reprocessing of prescription drug products. 

 ([22]21)  A person who is engaged in the wholesale 

distribution or manufacturing of prescription drugs but does not 

have a facility located within Utah in which prescription drugs 

are located, stored, distributed or manufactured is exempt from 

Utah licensure as a Class C pharmacy, if said person is 

currently licensed and in good standing in each state of the 

United States in which that person has a facility engaged in 

distribution or manufacturing of prescription drugs entered into 

interstate commerce. 
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